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Procedure Specific Kits

Convenience kits

Convenience kats have not been classified
K964168

Combinations of products for the convenience and
personal protection of the end user from blood, body
fluids and chemicals while conducting specific
procedures. The kits will include disposable, single use
iterns for blood, drug or chemical spill clean up, drug
preparation and/or drug administration.
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Description
Procedure Specific kits are non-sterile kits that bundle or pachgc together combinations of
products for the convenience of the user. This saves the end user the time and effort of
retrieving the individual products each time a procedure is performed.

Kit components are purchased as released finished goods in finished package form. To
assemble a kit, individual products are selected, sealed in a polybag or other suitable
container, and labeled with a contents label. If the finished package form is more than one
unit, Sage will remove the number of units specificd for the kit being assembled. The item
will be repackaged in the kit without compromising the integrity of the product. There is no
reprocessing of any of the components that would compromise an original intended use or
alter its safety or effectiveness.

Substantial Equivalence Comparison

Some items which are convenience packed into the procedure specific kits are medical
devices. These devices are pre-amendment devices, devices exempt for pre-market
potification or have been cleared per the pre-market notification process and have been found
substantially equivalent to a predicate device.

- The packaging of these commonly used devices will not affect the safety or effectiveness of
the devices nor will the devices be marketed for a new or different indication for use.
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